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TitI*  42— Public  Haolth 

CHAPTER  I— PUBUC  HEALTH  SERVICE,  DE¬ 
PARTMENT  OF  HEALTH,  EDUCATION,  AND 
WELFARE 

PART  52h— SCIENTIFIC  PEER  REVIEW  OF  RE¬ 
SEARCH  GRANT  APPLICATIONS  AND  RE¬ 
SEARCH  AND  DEVELOPMENT  CONTRACT 
PROJECTS 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Pinal  rule. 

SUMMARY:  This  rule  prescribes  the 
requirements  for  scientific  peer  review 
of  (1)  applications  for  grants  under 
the  Public  Health  Service  Act  for  bio¬ 
medical  and  behavioral  research,  and 
(2)  biomedical  and  behavioral  research 
and  development  contract  projects  of 
tlM  National  Institutes  of  Health  and 
the  Alcohol,  Drug  Abuse,  and  Mental 
Health  Administration.  These  regula¬ 
tions  codify  the  existing  process  for 
peer  review  of  research  grant  applica¬ 
tions  and  provide  uniform  rules  for 
peer  review  of  research  contract  pro¬ 
jects  in  accordance  with  Section  475  of 
the  Public  Health  Service  Act,  as 
added  by  Pub.  L.  93-352  and  renum¬ 
bered  by  Pub.  L.  94-63. 

EFFECTIVE  DATE:  October  1, 1977. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Dr.  Thomas  E.  Malone.  Deputy  Di¬ 
rector,  National  Institutes  of  Health, 
9000  Rockville  Pike,  Bethesda,  Md. 
20014,  301-496-1096. 

SUPPLEMENTARY  INFORMATION: 
On  March  29,  1976,  a  Notice  of  Pro¬ 
posed  Rulemaking  was  published  in 
the  P^ERAL  Register  (41  FR  12986) 
proposing  addition  of  a  new  part  52h 
to  Title  42  of  the  Code  of  Federal  Reg¬ 
ulations  for  the  purpose  of  implement¬ 
ing  Section  475  of  the  Public  Health 
Service  Act. 

Interested  persons  were  Invited  to 
submit,  on  or  before  May  28,  1976, 
written  conunents  regarding  the  pro¬ 
posed  regulations.  Comments  were  re¬ 
ceived  from  60  individuals. 

Discussion  of  Comments 

GENERAL 

Section  475  requires  that,  to  the 
extent  practical,  the  review  of  re¬ 
search  grant  applications  provided  for 
in  the  regulations  be  consistent  with 
the  system  utilized  by  the  National  In¬ 
stitutes  of  Health  (NIH)  and  the  Alco¬ 
hol.  Drug  Abuse,  and  Mental  Health 
Administration  (ADAMHA)  to  review 
grant  applications  on  the  date  of  en¬ 
actment  of  Pub.  L.  93-352,  July  23, 
1974.  Several  of  the  comments  sug¬ 
gested  changes  in  the  present  system. 
In  view  of  the  statutory  endorsement 
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of  the  current  system,  most  of  these 
suggestions  were  not  adopted.  Howev¬ 
er,  these  comments  were  all  referred 
to  the  NIH  Grants  Peer  Review  Study 
Team  which  was  set  up  by  the  Direc¬ 
tor,  NIH,  to  review  the  NIH  grants 
peer  review  system  and  which  has  re¬ 
cently  submitted  its  report  to  the  Di¬ 
rector,  NIH.  The  comments  dealt  with 
the  length  of  the  term  of  membership, 
restrictions  regarding  service  on  more 
than  one  peer  review  group  at  the 
same  time,  the  relative  merits  of  cen¬ 
tralized  versus  regional  review  groups, 
and  the  need  for  a  system  for  appeal 
of  adverse  peer  review  recommenda¬ 
tions. 

Section  475  does  not  apply  to  activi¬ 
ties  of  the  Food  and  Drug  Administra¬ 
tion  (FDA).  Nevertheless,  the  Commis¬ 
sioner  of  FDA  at  first  requested  that 
the  Notice  of  Proposed  Rulemaking 
cover  FDA  as  well.  However,  since 
FDA’s  regulations  are  by  and  large 
codified  in  Title  21  of  the  Code  of  Fed¬ 
eral  Regulations  rather  than  Title  42, 
the  Commissioner  has  decided  not  to 
have  FDA  included  in  the  current  reg¬ 
ulations.  References  to  FDA  have 
therefore  been  deleted. 

At  the  suggestion  of  a  number  of  re¬ 
spondents,  the  title  of  the  regulations 
has  been  changed  to  clarify  the  fact 
that  they  are  applicable  to  “research” 
grant  applications  and  “research  and 
development”  contract  projects. 

Comments  Addressed  to  Specific 
Provisions 

definitions— SECTION  52h.2 

In  response  to  several  comments,  the 
word  “assembled”  has  been  deleted 
from  the  definition  of  "peer  review 
group”  to  reflect  the  fact  that,  under 
current  practice,  advice  is  on  rare  oc¬ 
casions  secured  by  mail  where  time 
constraints  are  involved. 

It  was  pointed  out  that  the  defini¬ 
tion  of  “research  and  development 
contract  project”  did  not  specifically 
encompass  “clinical  trials.”  This  has 
been  rectified. 

COMPOSITION  OF  PEER  REVIEW  GROUPS— 
SECTION  52h.4 

It  was  suggested  that  members  of 
peer  review  groups  be  selected  in  such 
a  manner  as  to  secure  wide  geographic 
representation  and  appropriate  exper¬ 
tise.  This  is  cmrent  practice  as  reflect¬ 
ed  in  Chapter  9  of  the  HEW  General 
Administration  Manual  (referred  to  in 
§52h.4(a))  and  §  52h.4(b)(4),  respec¬ 
tively. 

Several  respondents  were  concerned 
that  members  other  than  scientists, 
such  as  business  or  administrative  ex¬ 
perts,  might  not  be  covered.  These  in¬ 
dividuals  are  encompassed  by  the  ref¬ 
erence  to  “technical”  experts  so  no  ad¬ 
ditional  language  has  been  added. 

One  respondent  questioned  the  limi¬ 
tation  that  no  more  than  one-fourth 


\ 

of  any  peer  review  group  may  be  Fed¬ 
eral  officers  or  employees.  However, 
this  is  a  specific  statutory  requirement 
in  section  475. 

As  the  result  of  several  comments, 
references  to  specific  academic  degrees 
were  deleted  and  language  giving  rec¬ 
ognition  to  "experience”  was  added. 

One  comment  objected  to  profes¬ 
sional  recognition,  through  awards 
and  other  honors,  as  an  appropriate 
measure  for  selection  of  peer  review 
group  members.  While  this  is  only  one 
factor  taken  into  account  in  attempt¬ 
ing  to  select  and  appoint  highly  quali¬ 
fied  members,  it  certainly  is  an  appro¬ 
priate  consideration. 

CONFLICT  OF  INTEREST— SECTION  52h.S 

A  number  of  respondents  expressed 
the  view  that  this  section  was  overly 
restrictive  and  inflexible.  For  the  most 
part,  it  reflects  current  restrictions  to 
prevent  conflicts  of  interest  or  the  ap¬ 
pearance  of  such  conflicts.  However,  in 
order  to  permit  some  flexibility,  a  new 
paragraph  has  been  added  permitting 
the  Director  of  NIH  or  the  Adminis¬ 
trator  of  ADAMHA  to  grant  waivers  of 
these  restrictions  where  to  do  so  would 
not  violate  any  law,  executive  order,  or 
the  HEW  Standards  of  Conduct  and 
there  is  no  other  practical  means  for 
securing  expert  advice  on  a  particular 
application,  project,  or  proposal. 

In  response  to  several  comments,  the 
phrase  “or  is  otherwise  associated” 
has  been  revised  to  read  “or  is  other¬ 
wise  similarly  associated.” 

One  respondent  suggested  that  a 
member  should  be  disqualified  from 
reviewing  an  application  submitted  by 
any  institution  with  which  his  or  her 
child  is  associated.  Such  a  restriction 
already  exists  in  §  52h.5. 

Another  respondent  urged  that  a 
member  be  disqualified  if  he  or  she 
has  ever  submitted  or  may  ever  submit 
in  the  future  an  application  for  NIH 
or  ADAMHA  support  of  research 
closely  related  to  that  of  the  applica¬ 
tion  under  review.  Such  a  restriction 
goes  beyond  current  practice  and  legal 
requirements.  It  would  impose  a  test 
which  would  be  very  difficult  to  apply 
and  would  have  the  effect  in  many 
cases  of  disqualifying  mo.st  if  not  all 
individuals  with  the  expertise  neces¬ 
sary  to  make  a  proper  scientific  review 
of  the  application.  For  these  reasons, 
this  proposal  was  not  adopted. 

It  was  sdso  suggested  that  a  member 
be  disqualified  if  he  or  she  was  trained 
or  educated  by  the  investigator  or  at 
the  institution  under  consideration. 
Here  again  the  suggestion  was  not  fol¬ 
lowed  because  it  would  impose  undue 
restrictions  on  members’  participation 
beyond  what  is  necessary  to  avoid  con¬ 
flicts  of  interest. 

AVAILABILITY  OF  INFORMATION— SECTION 
S2h.6 

Several  respondents  expressed  con¬ 
cern  that  this  section  made  available 


FEDERAL  REGISTER,  VOL.  43,  NO.  38— FRIDAY,  FEBRUARY  24,  1978 


RULES  AND  REGULATIONS 


7863 


to  the  public  documents  that  other¬ 
wise  would  be  nondisclosable.  This  is 
clearly  not  the  case  because  the  sec¬ 
tion  merely  states  that  documents  will 
be  available  for  inspection  and  copying 
to  the  extent  provided  in  the  FYeedom 
of  Information  Act,  the  Privacy  Act, 
the  Federal  Advisory  Committee  Act, 
and  implementing  HEW  regulations. 

grants;  matters  to  be  reviewed— 

SECTION  S2h.7 

In  response  to  a  number  of  com¬ 
ments,  this  section  was  expanded 
slightly  to  make  it  clear  that,  where  a 
national  advisory  council  or  board  has 
the  necessary  scientific  and  technical 
expertise,  it  is  not  precluded  from  car¬ 
rying  out  the  peer  review  of  grant  ap¬ 
plications  called  for  in  these  regula¬ 
tions. 

A  few  comments  reflected  concern 
that  national  advisory  councils  and 
boards  could  overturn  recommenda¬ 
tions  of  disapproval  by  peer  review 
groups.  However,  where  a  council  or 
board  does  not  accept  the  recommen¬ 
dation  for  scientific  or  technical  rea¬ 
sons  the  usual  procedure  is  to  return 
the  application  for  reconsideration  by 
the  original  peer  review  group  or  an¬ 
other  such  group. 

A  couple  of  respondents  objected  to 
the  statement  in  this  section  and 
§§52h.9  and  52h.l0  that  recommenda¬ 
tions  by  peer  review  groups  are  adviso¬ 
ry  only  and  not  binding  on  the  award¬ 
ing  official.  This  is  in  fact  the  case. 
Scientific  and  technical  merit  is  an  im¬ 
portant  factor,  but  not  the  only  factor 
which  an  official  must  weigh  in 
making  a  fimding  decision.  He  or  she 
must  also  consider  such  matters  as 
program  priorities  and  availability  of 
funds  in  determining  which  applica¬ 
tions  or  proposals  to  support. 

grants;  review  criteria— section 

S2h.8 

One  respondent  suggested  that  peer 
review  could  be  carried  out  by  the  In¬ 
stitutional  Review  Boards  established 
under  Part  46  of  Title  45  of  the  Code 
of  Federal  Regulations.  These  Boards 
are  created  at  institutions  to  evaluate 
whether  research  projects  which 
would  involve  human  subjects  meet 
certain  ethical  and  legal  standards.  In 
order  to  carry  out  this  function  the 
Boards  are  required  to  include  in  their 
memberships,  not  Just  scientists  but 
lay  individuals  such  as  ethicists  and 
lawyers.  Even  the  scientific  members 
of  the  Boards  come  from  broad  ranges 
of  disciplines  and  are  not  necessarily 
selected  based  upon  training  and  sci¬ 
entific  experience  relevant  to  the  re¬ 
search  project  imder  consideration.  In 
addition,  they  come  from  the  local 
area  of  the  institution  which  they 
serve  and  thus  do  not  offer  a  wide  di¬ 
versity  of  views  so  necessary  to  pro¬ 
grams  serving  nation-wide  goals. 
Hence,  these  Boards  would  not  be 


qualified  to  make  the  detailed  scientif¬ 
ic  Judgments  called  for  under  these 
regulations. 

Another  respondent  was  concerned 
that  this  section  would  limit  the  sacri¬ 
fice  of  animals  for  research  purposes. 
What  the  section  requires  is  that  ad¬ 
verse  effects  on  animals  be  taken  into 
account.  However,  this  would  not  pre¬ 
vent  sacrificing  animals  if  necessary  to 
carry  out  the  research. 

UNSOLICITED  CONTRACT  PROPOSALS;  MAT¬ 
TERS  TO  BE  REVIEWED— SECTION  52h.9 

Question  was  raised  as  to  why  there 
was  no  equivalent  in  this  section  to 
the  provision  in  §52h.8  that  “where 
under  applicable  law  an  awarding  offi¬ 
cial  is  required  to  secure  the  approval 
or  advice  of  a  national  advisory  coun¬ 
cil  or  board  concerning  an  application, 
said  application  will  not  be  considered 
by  the  council  or  board  unless  it  has 
been  reviewed  by  a  peer  review  group.” 
The  reason  this  was  omitted  from 
§  52h.9  is  that  there  is  no  legal  require¬ 
ment  that  coimcils  or  boards  review  in¬ 
dividual  contract  projects  or  proposals 
and  they  do  not  normally  do  so. 

One  respondent  objected  to  subject¬ 
ing  unsolicited  contract  proposals  to 
peer  review  prior  to  award  because  it 
was  felt  this  would  cause  undue  delay. 
However,  this  is  the  current  practice 
at  NIH. 

CONTRACT  PROJECTS  INVOLVING  SOLICIT¬ 
ED  CONTRACT  proposals;  MATTERS  TO 

BE  REVIEWED— SECTION  52h.l0 

A  number  of  respondents  objected  to 
the  fact  that  this  section  did  not  man¬ 
date  peer  review  of  individual  contract 
proposals  in  the  same  manner  as  grant 
applications.  It  is  evident  from  the  leg¬ 
islative  history  to  Pub.  L.  93-352  that 
Congress  intentionally  used  the  word 
“project”  rather  than  “proposal”  in 
section  475  because  it  believed  that,  if 
contract  project  selection  was  well 
done  and  the  project  well  defined,  the 
succeeding  steps  in  the  procurement 
process  could  be  adequately  accom¬ 
plished  by  agency  staff.  For  that 
reason,  §  52h.l0  places  emphasis  on 
peer  review  of  the  project  concept 
rather  than  individual  proposals  for 
carrying  out  the  project.  In  some  in¬ 
stances  time  constraints  or  other  fac¬ 
tors  prevent  peer  review  of  the  con¬ 
cept  before  proposals  are  solicited;  in 
these  cases,  there  must  be  peer  review 
of  the  concept  and  approach  before 
award. 

For  similar  reasons,  no  action  was 
taken  in  response  to  a  suggestion  that 
the  regulations  cover  proposals  for  re¬ 
newal  of  contracts. 

Several  respondents  expressed  con¬ 
cern  that  under  this  section  it  would 
be  possible  for  contracts  to  be  awarded 
for  projects  that  lack  scientific  merit. 
The  purpose  of  the  section  is  to  avoid 
this  very  occurrence  by  requiring  that 
the  project  concept  for  all  projects 


covered  by  the  section  be  reviewed  by 
a  peer  review  group  either  before  a  re¬ 
quest  for  proposals  is  issued  or,  where 
this  is  not  possible,  at  least  prior  to 
the  award  of  any  contracts.  One  re¬ 
spondent  suggested  that  the  provision 
which  allows  for  waiver  of  the  require¬ 
ment  for  peer  review  of  the  project 
concept  before  solicitation  of  propos¬ 
als  be  amplified  to  spell  out  the  condi¬ 
tions  under  which  waiver  is  permissi¬ 
ble.  However,  since  this  is  not  a  total 
waiver  and  no  award  may  be  made  on 
the  basis  of  the  solicitation  without 
peer  review  of  both  the  concept  and 
approach,  it  has  been  decided  not  to 
limit  the  flexibility  offered  by  the 
waiver  provision. 

CONTRACT  PROJECTS  AND  PROPOSALS; 

REVIEW  CRITERIA— SECTION  52h.ll 

One  respondent  queried  why  the 
qualifications  of  the  principal  investi¬ 
gator  were  not  listed  as  a  criterion  for 
the  review  of  the  project  concept.  The 
reason  is  that,  at  the  concept  stage, 
the  identity  of  the  principal  investiga¬ 
tor  would  not  be  known. 

Miscellaneous  Comments 

A  number  of  comments  suggested 
added  topics  to  be  covered  in  the  regu¬ 
lations.  However,  in  some  cases,  the 
topics  did  not  have  to  do  with  the  peer 
review  process  itself,  relating  instead 
to  the  responsibilities  of  agency  staff 
or  matters  covered  by  the  procure¬ 
ment  regulations  (e.g.,  specifications 
in  requests  for  proposals). 

Among  the  other  suggestions  was 
one  that  the  regulations  contain  a 
penalty  for  their  violation.  However, 
in  the  absence  of  any  specific  penalty 
provision  in  section  475,  this  would 
seem  adequately  dealt  with  in  the  con¬ 
flict-of-interest  and  civil  service  laws. 

One  respondent  suggested  that  indi¬ 
viduals  as  well  as  institutions  be  eligi¬ 
ble  for  grant  funds.  Eligibility  for  an 
award  under  any  particular  program 
depends  on  the  language  in  the  en¬ 
abling  legislation  and  implementing 
regulations.  Section  301(c)  of  the 
Public  Health  Service  Act  does  permit 
research  project  grant  awards  to  indi¬ 
viduals.  Normally,  however,  an  individ¬ 
ual  needs  the  facilities,  equipment, 
and  other  services  of  an  institution  in 
order  to  carry  out  successfully  any 
substantial  research  activity. 

Finally,  one  comment  suggested  that 
there  should  be  some  form  of  direct 
competition  between  grant  applica¬ 
tions  from  individual  scientists,  multi¬ 
project  applications,  and  contract  pro¬ 
posals.  This  is  beyond  the  scope  of 
these  regulations,  which  are  directed 
primarily  at  codifying  the  current 
system  for  scientific  and  technical 
peer  review. 

In  addition  to  those  additions  and 
revisions  already  noted,  a  few  minor 
changes  have  been  made  in  the  regula¬ 
tions.  all  editorial  or  technical  in 
nature. 


FEDERAL  REGISTER,  VOL  43,  NO.  38— FRIDAY,  FEBRUARY  24,  1978 


7864 


RULES  AND  REGULATIONS 


Accordingly.  Title  42  of  the  Code  of 
Federal  Regulations  is  amended  by 
adding  a  new  part  52h  as  follows. 

Note.— The  Department  of  Health.  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation 
Impact  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 

Dated:  July  29.  1977. 

James  F.  Dickson, 
Acting  Assistant 
Secretary  for  Health. 

Approved:  February  13, 1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 

Sec. 

52h.l  Applicability. 

52h.2  Definitions. 

52h.3  Establishment  and  operation  of  peer 
review  groups. 

52h.4  Composition  of  peer  review  groups. 
52h.5  Conflict  of  interest. 

52h.6  Availability  of  information. 

52h.7  Grants;  matters  to  be  reviewed. 

52h.8  Grants:  review  criteria. 

52h.9  Unsolicited  contract  proposals;  mat¬ 
ters  to  be  reviewed. 

52h.l0  Contract  projects  involving  solicited 
contract  proposals;  matters  to  be  re¬ 
viewed. 

52h.ll  Contract  projects  and  proposals; 
review  criteria. 

S2h.l2  Applicability  of  other  regulations. 

Authority;  Sec.  215,  58  Stat.  690,  as 
amended  (42  U.S.C.  216);  sec.  475,  88  Stat. 
360,  89  Stat.  351  (42  U.S.C.  2891-4). 

§  52h.l  Applicability. 

The  regulations  in  this  part  are  ap¬ 
plicable  to: 

(a)  Applications  to  the  National  In¬ 
stitutes  of  Health,  the  Alcohol.  Drug 
Abuse,  and  Mental  Health  Administra¬ 
tion.  or  any  of  their  components  for 
grants  under  the  Act  for  biomedical 
and  behavioral  research,  except: 

(1)  Applications  for  continuation 
funding  for  budget  periods  within  an 
approved  project  period: 

(2)  Applications  for  supplemental 
funding  to  meet  increased  administra¬ 
tive  costs  within  a  project  period;  or 

(3)  Applications  for  construction 
grants; 

(b)  Biomedical  and  behavioral  re¬ 
search  and  development  contract  pro¬ 
jects  administered  by  the  National  In¬ 
stitutes  of  Health,  the  Alcohol,  Drug 
Abuse,  and  Mental  Health  Administra¬ 
tion,  or  any  of  their  components. 

§  52h.2  Definitions. 

As  used  in  this  part: 

(a)  “Act”  means  the  Public  Health 
Service  Act.  as  amended. 

(b)  “Project  period”  has  the  same 
meaning  as  in  42  CFR  Part  52. 

(c)  “Budget  period”  means  the  inter¬ 
val  of  time  (usually  12  months)  into 
which  the  project  period  is  divided  for 
budgetary  and  reporting  purposes. 

(d)  “Awarding  official”  means  the 
Secretary  of  Health.  Education,  and 


Welfare  and  any  other  officer  or  em¬ 
ployee  of  the  Department  of  Health. 
Education,  and  Welfare  to  w'hom  the 
authority  involved  has  been  delegated; 
except  that,  where  the  Act  specifically 
authorizes  another  official  to  make 
awards  in  connection  with  a  particular 
program,  the  “awarding  official”  shall 
mean  said  other  official  and  any  other 
officer  or  employee  of  the  Department 
of  Health,  Education,  and  Welfare  to 
whom  the  authority  involved  has  been 
delegated. 

(e)  “Peer  review  group”  means  a 
group  of  experts  qualified  by  training 
and  experience  in  particular  scientific 
or  technical  fields  to  give  expert 
advice,  in  accordance  with  the  provi¬ 
sions  of  this  part,  on  the  scientific  and 
teclinical  merit  of  grant  applications 
or  contract  projects  in  those  fields. 

(f)  “Research”  means  systematic 
study  directed  toward  new  or  fuller 
knowledge  and  understanding  of  the 
subject  studied. 

(g)  “Development”  means  the  sys¬ 
tematic  use  of  knowledge  and  under¬ 
standing  gained  from  research,  direct¬ 
ed  toward  creating  useful  materials, 
devices,  systems,  or  methods. 

(h)  “Research  and  development  con¬ 
tract  project”  means  an  identified,  cir¬ 
cumscribed  activity,  involving  a  single 
contract  or  two  or  more  similar,  relat¬ 
ed,  or  interdependent  contracts,  in¬ 
tended  and  designed  to  acquire  new  or 
fuller  knowledge  and  understanding  of 
a  subject  and/or  to  use  such  knowl¬ 
edge  and  understanding  to  develop 
useful  materials,  devices,  systems,  or 
methods.  The  terms  include  (but  are 
not  limited  to)  development  and  utili¬ 
zation  of  resources,  testing,  demon¬ 
strations.  clinical  trials,  preparation  of 
reports,  and  production  of  experimen¬ 
tal  or  test  mcidels  necessary  or  inciden¬ 
tal  to  a  research  and/or  development 
activity,  but  exclude  quantity  produc¬ 
tion  and  routine  product  testing  and 
quality  control. 

(i)  “Project  concept”  means  the 
basic  purpose,  scope,  and  objectives  of 
the  project. 

(j)  “Project  approach”  means  the 
methodology  to  be  followed  and  the 
resources  needed  in  carrying  out  the 
project. 

(k)  “Contract  proposal”  means  a 
written  offer  to  enter  into  a  contract, 
submitted  to  an  awarding  official  by 
an  individual  or  non-Federal  organiza¬ 
tion.  and  including  as  a  minimum  a  de¬ 
scription  of  the  nature,  purpose,  dura¬ 
tion,  and  cost  of  the  project  and  the 
methods,  personnel,  and  facilities  to 
be  utilized  in  carrying  it  out. 

(l)  “Solicited  contract  proposal”  has 
the  same  meaning  as  in  41  CFR  3- 
1.353(bK2). 

(m)  “Unsolicited  contract  proposal” 
has  the  same  meaning  as  in  41  CFR  3- 
4.5201. 

(n)  “Request  for  Proposals”  means  a 
(Government  solicitation  to  prospective 


offerors,  under  procedures  for  negoti¬ 
ated  contracts,  to  submit  a  proposal  to 
fulfill  specific  agency  requirements 
based  on  terms  and  conditions  defined 
in  the  request  for  proposals.  The  re¬ 
quest  for  proposals  contains  informa¬ 
tion  sufficient  to  enable  all  offerors  to 
prepare  competitive  proposals,  and  is 
as  complete  as  possible  with  respect  to: 
Nature  of  work  to  be  performed:  de¬ 
scriptions  and  specifications  of  items 
to  be  delivered:  performance  schedule: 
special  requirements  clauses,  or  other 
circumstances  affecting  the  contract; 
format  for  cost  proimsals;  and  evalua¬ 
tion  criteria  by  which  the  proposals 
will  be  evaluated. 

§  52h.3  Establishment  and  operation  of 
peer  review  groups. 

(a)  To  the  extent  applicable,  the 
Federal  Advisory  Committee  Act  (5 
U.S.C.  App.  I),  Department  of  Health, 
Education,  and  Welfare  (45  CFR  Part 
11).  implementing  regulations  and 
Chapter  9  of  the  Department  of 
Health,  Education,  and  Welfare  Gen¬ 
eral  Administration  Manual  >  will 
govern  the  establishment  and  oper¬ 
ation  of  peer  review  groups,  including 
that  meetings  shall  be  open  to  the 
public  except  as  determined  by  the 
Secretary. 

(b)  Subject  to  §  52h.5  and  paragraph 
(a)  of  this  section,  the  Director  of  the 
National  Institutes  of  Health,  and  the 
Administrator  of  the  Alcohol,  Drug 
Abuse,  and  Mental  Health  Administra¬ 
tion  will  adopt  procedures  for  the  con¬ 
duct  of  reviews  and  the  formulation  of 
recommendations  under  §§  52h.7,  52h.9 
and  52h.l0  within  their  respective 
agencies. 

§  52h.4  Composition  of  peer  review 
groups. 

(a)  To  the  extent  applicable,  the  se¬ 
lection  and  appointment  of  members 
of  peer  review  groups  and  their  terms 
of  service  will  be  governed  by  Chapter 
9  of  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare  General  Administra¬ 
tion  Manual. 

(b)  Subject  to  paragraph  (a)  of  this 
section,  members  will  be  selected 
based  upon  their  training  and  experi¬ 
ence  in  relevant  scientific  or  technical 
fields,  taking  into  account,  among 
other  factors: 

(1)  The  level  of  formal  scientific  or 
technical  education  completed  or  ex¬ 
perience  acquired  by  the  individual; 

(2)  The  extent  to  which  the  individ¬ 
ual  has  engaged  in  relevant  research, 
the  capacities  (e.g.,  principal  investiga- 


‘The  Department  of  Health,  Eklu<»tion. 
and  Welfare  General  Administration 
Manual  is  available  for  public  inspection 
and  copying  at  the  Department’s  and  Re¬ 
gional  Offices’  information  centers  listed  in 
45  CFR  6.01  and  may  be  purchased  from  the 
Superintendent  of  Documents,  U.S.  Printing 
Office.  Washington,  D.C.  20402. 
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tor,  assistant)  in  which  the  individual 
has  done  so,  and  the  quality  of  such 
research: 

(3)  Recognition  as  reflected  by 
awards  and  other  honors  received 
from  scientific  and  professional  orga¬ 
nizations  outside  the  Department  of 
Health,  Education,  and  Welfare;  and 

(4)  The  need  for  the  group  to  have 
included  within  its  membership  ex¬ 
perts  from  varioiis  areas  of  specializa¬ 
tion  within  relevant  scientific  or  tech¬ 
nical  fields. 

(c)  Not  more  than  one-fourth  of  the 
members  of  any  peer  review  group  to 
which  these  regulations  are  applicable 
may  be  officers  or  employees  of  the 
United  States.  For  purposes  of  the 
preceding  sentence,  membership  on 
such  groups  does  not  make  an  individ¬ 
ual  an  officer  or  employee  of  the 
United  States. 

§  52h.5  Conflict  of  interest 

(a)  Members  of  peer  review  groups 
covered  by  this  part  are  subject  to  rel¬ 
evant  provisions  in  Title  18  of  the 
United  States  Code,  relating  to  crimi¬ 
nal  activity,  the  Department  of 
Health,  Education,  and  Welfare  Stan¬ 
dards  of  Conduct  (45  CFR  Part  73), 
and  Executive  Order  11222,  as  amend¬ 
ed. 

(b)  In  addition  to  any  restrictions 
imposed  under  paragraph  (a)  of  this 
section: 

(1)  No  member  of  a  peer  review 
group  may  participate  in  or  be  present 
during  any  review  by  said  group  of  a 
grant  application,  contract  project,  or 
contract  proposal  in  which,  to  the 
member’s  knowledge,  any  of  the  fol¬ 
lowing  has  a  financial  interest:  (A) 
The  member  or  his  or  her  spouse, 
parent,  child,  or  partner.  (B)  any  orga¬ 
nization  in  which  the  member  or  his 
or  her  spouse,  parent,  child,  or  partner 
is  serving  as  an  officer,  director,  trust¬ 
ee,  partner,  or  employee,  or  is  other¬ 
wise  similarly  associated,  or  (C)  any 
organization  with  which  the  member 
or  his  or  her  spouse,  parent,  child,  or 
partner  is  negotiating  or  has  any  ar¬ 
rangement  concerning  prospective  em¬ 
ployment  or  other  similar  association. 

(2)  In  the  event  any  member  of  a 
peer  review  group  or  his  or  her  spouse, 
parent,  child,  or  partner  is  currently 
or  expected  to  be  the  principal  investi¬ 
gator  or  member  of  the  staff  responsi¬ 
ble  for  carrying  out  any  research  or 
development  activities  contemplated 
as  part  of  a  grant  application,  contract 
project,  or  contract  proposal,  that 
group  is  disqualified  and  the  review 
will  be  conducted  by  another  group 
with  the  expertise  to  do  so.  If  there  is 
no  other  group  with  the  requisite  ex¬ 
pertise,  the  review  will  be  conducted 
by  an  ad  hoc  group  no  more  than  50 
percent  of  whose  members  may  be 
from  the  disqualified  group.  The  com¬ 
position  of  any  such  ad  hoc  group  will 
be  determined  in  accordance  with 
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§52h.4(b)  and  §52h.4(c)  of  this  part 
and.  to  the  extent  feasible,  §  52h.4(a) 
of  this  part. 

(3)  Where  a  member  of  a  peer  review 
group  participates  in  or  is  present 
during: 

(A)  Development  or  review  of  a  pro¬ 
ject  approach  or  request  for  proposals 
by  said  group  or 

(B)  Review  by  said  group  under 
§  52h.l0(b)  or  §  52h.l0(c).  i.e.  after  the 
issuance  of  a  request  for  proposals,  no 
contract  may  thereafter  be  awarded  as 
the  result  of  such  development  or 
review  to  said  member,  his  or  her 
spouse,  parent,  child,  or  partner  or 
any  organization  in  which  the 
member,  his  or  her  spouse,  parent, 
child,  or  partner  was  serving  as  officer, 
director,  trustee,  partner,  or  employee 
at  the  time  of  such  development  or 
review  or  with  which  the  member,  his 
or  her  spouse,  parent,  child,  or  partner 
was  negotiating  or  had  any  arrange¬ 
ment  concerning  prospective  employ¬ 
ment  at  said  time. 

(4)  No  member  of  a  peer  review 
group  may  participate  in  any  review 
under  this  part  of  a  specific  grant  ap¬ 
plication  or  contract  project  for  which 
the  member  has  had  or  is  expected  to 
have  any  other  responsibility  or  in¬ 
volvement  (whether  preaward  or 
postaward)  as  an  officer  or  employee 
of  the  United  States. 

(c)  Where  permissible  under  the 
statutes,  standards,  and  order  cited  in 
paragraph  (a)  of  this  section,  the  Di¬ 
rector  of  the  National  Institutes  of 
Health,  the  Administrator  of  the  Alco¬ 
hol,  Drug  Abuse  and  Mental  Health 
Administration,  or  their  designees  may 
waive  the  requirements  in  paragraph 
(b)  of  this  section  if  he  or  she  deter¬ 
mines  that  there  is  no  other  practical 
means  for  securing  appropriate  expert 
advice  on  a  particular  grant  applica¬ 
tion,  contract  project,  or  contract  pro¬ 
posal. 

§  52h.6  Availability  of  information. 

Transcripts,  minutes,  and  other  doc¬ 
uments  made  available  to  or  prepared 
for  or  by  a  peer  review  group  will  be 
available  for  public  inspection  and 
copying  to  the  extent  provided  in  the 
Freedom  of  Information  Act  (5  U.S.C. 
552),  the  Federal  Advisory  Committee 
Act  (5  U.S.C.  App.  I),  the  Privacy  Act 
(5  U.S.C.  552a),  and  implementing  De¬ 
partment  of  Health,  Education,  and 
Welfare  regulations  (45  CFR  Parts  5, 
5b). 

§  52h.7  Grants;  matters  to  be  reviewed. 

(a)  No  awarding  official  will  make  a 
grant  based  upon  an  application  cov¬ 
ered  by  this  part  unless  the  applica¬ 
tion  has  been  reviewed  by  a  peer 
review  group  in  accordance  with  the 
provisions  of  this  part  and  said  group 
has  made  recommendations  concern¬ 
ing  the  scientific  merit  of  such  appli¬ 
cation.  In  addition,  where  under  appli- 
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cable  law  an  awarding  official  is  re¬ 
quired  to  secure  the  approval  or  advice 
of  a  national  advisory  council  or  board 
concerning  an  application,  said  appli¬ 
cation  will  not  be  considered  by  the 
council  or  board  unless  it  has  been  re¬ 
viewed  by  a  peer  review  group  in  ac¬ 
cordance  with  the  provisions  of  this 
part  and  said  group  has  made  recom¬ 
mendations  concerning  the  scientific 
merit  of  the  application  except  where 
the  coimcil  or  board  is  the  peer  review 
group. 

(b)  Except  to  the  extent  otherwise 
provided  for  by  law,  such  recommen¬ 
dations  are  advisory  only  and  not 
binding  on  the  awarding  official  or  na¬ 
tional  advisory  council  or  board. 

§  52h.8  Grants;  review  criteria. 

In  carrying  out  its  review  under 
§  52h.7,  the  peer  review  group  will  take 
into  account,  among  other  factors: 

(a)  The  significance  and  originality 
from  a  scientific  or  technical  stand¬ 
point  of  the  goals  of  the  proposed  re¬ 
search; 

(b)  The  adequacy  of  the  methodolo¬ 
gy  proposed  to  carry  out  the  research; 

(c)  The  qualifications  and  experi¬ 
ence  of  the  principal  investigator  and 
proposed  staff; 

(d)  The  reasonable  availability  of  re¬ 
sources  necessary  to  the  research; 

(e)  The  reasonableness  of  the  pro¬ 
posed  budget  and  duration  in  relation 
to  the  proposed  research;  and 

(f)  Where  an  application  involves  ac¬ 
tivities  which  could  have  an  adverse 
effect  upon  humans,  animals,  or  the 
environment,  the  adequacy  of  the  pro¬ 
posed  means  for  protecting  against  or 
minimizing  such  effects. 

§  52h.9  Unsolicited  contract  proposals; 
matters  to  be  reviewed. 

(a)  No  awarding  official  will  aw'ard  a 
contract  based  upon  an  vmsolicited 
contract  proposal  covered  by  this  part 
tmless  the  proposal  has  been  reviewed 
by  a  peer  review  group  in  accordance 
with  the  provisions  of  this  part  (pursu¬ 
ant  to  procedures  set  forth  in  41  CFR 
Subpart  3-4.52)  and  said  group  has 
made  recommendations  concerning 
the  scientific  merit  of  such  proposal. 

(b)  Except  to  the  extent  otherwise 
provided  for  by  law,  such  recommen¬ 
dations  are  advisory  only  and  not 
binding  on  the  awarding  official. 

52h.l0  Contract  projects  involving  solicit¬ 
ed  contract  proposals;  matters  to  be  re¬ 
viewed. 

(a)  Subject  to  paragraph  (b)  of  this 
section,  no  awarding  official  will  issue 
a  request  for  contract  proposals  with 
respect  to  a  contract  project  involving 
solicited  contract  proposals  imless  the 
project  concept  has  been  reviewed  by  a 
peer  review  group  in  accordance  with 
the  provisions  of  this  part  and  said 
group  has  made  recommendations  con¬ 
cerning  the  scientific  merit  of  said 
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concept.  Where  in  the  Judgment  of 
the  awarding  official  the  project  ap¬ 
proach  has  been  sufficiently  well  de¬ 
fined  by  the  time  the  review  required 
by  the  preceding  sentence  is  conduct¬ 
ed.  this  review  and  the  resulting  rec¬ 
ommendations  shall  include  the  pro¬ 
ject  approach  as  well. 

(b)  The  awarding  official  may  waive 
the  requirements  of  paragraph  (a)  of 
this  section  for  peer  review  before  is¬ 
suing  a  request  for  contract  proposals 
if  he  determines  that  the  accomplish¬ 
ments  of  essential  program  objectives 
would  otherwise  be  placed  in  Jeopardy 
and  any  further  delay  would  clearly 
not  be  in  the  best  interest  of  the  Gov¬ 
ernment.  The  awarding  official  shall 
specify  in  writing  the  grounds  on 
which  this  determination  is  based. 
Under  such  circumstances,  the  award¬ 
ing  official  will 'not  award  a  contract 
based  on  the  request  for  contract  pro¬ 
posals  unless  the  proposals  received  in 
response  to  the  request  have  been  re¬ 
viewed  by  a  peer  review  group  and 
that  group  has  made  recommenda¬ 
tions  concerning  the  scientific  merit  of 
the  project  concept  and  of  the  ap¬ 
proaches  outlined  in  the  proposals. 
The  request  for  proposals  will  indicate 
that  the  project  concept  has  not  been 
reviewed  by  a  peer  review  group  and 


that  no  award  will  be  made  until  such 
review'  is  conducted  and  recommenda¬ 
tions  made  based  on  such  review. 

(c)  The  Director  of  the  National  In¬ 
stitutes  of  Health,  the  Administrator 
of  the  Alcohol.  Drug  Abuse,  and 
Mental  Health  Administration,  or 
their  designees  may  identify  individual 
contracts  or  classes  of  contracts  which 
may  not  be  awarded  unless  all  perti¬ 
nent  contract  proposals  have  been  re¬ 
viewed  by  a  peer  review  group  in  ac¬ 
cordance  writh  the  provisions  of  this 
part  and  said  group  has  made  recom¬ 
mendations  concerning  the  scientific 
merit  of  said  proposals. 

(d)  Except  to  the  extent  otherwise 
provided  for  by  law,  such  recommen¬ 
dations  are  advisory  only  and  not 
binding  on  the  awarding  official. 

§52h.ll  Contract  projects  and  proposals; 
review  criteria. 

(a)  In  carrying  out  its  review  of  a 
project  concept  under  §52h.l0<a)  or 
§52h.l0(b),  the  peer  review  group  will 
take  into  accoimt,  among  other  fac¬ 
tors; 

(1)  The  significance  from  a  scientific 
or  technical  standpoint  of  the  goals  of 
the  proposed  research  or  development 
activity; 


(2)  The  availability  of  the  technol¬ 
ogy  and  other  resources  necessary  to 
achieve  these  goals; 

(3)  The  extent  to  which  there  are 
identified,  practical  uses  for  the  antici¬ 
pated  results  of  the  activity;  and 

(4)  Where  the  review  includes  the 
project  approach,  the  adequacy  of  the 
methodology  to  be  utilized  in  carrying 
out  the  activity. 

(b)  In  carrying  out  its  review  of  un¬ 
solicited  contract  proposals  under 
§  52h.9,  the  peer  review  group  will  take 
into  account,  among  other  factors, 
those  criteria  in  §  52h.8  which  are  rel¬ 
evant  to  the  particular  proposals. 

(c)  In  carrying  out  its  review  of  solic¬ 
ited  contract  proposals  vmder 
§52h.l0(c)  the  peer  review  group  will 
evaluate  each  proposal  in  accordance 
with  the  criteria  set  forth  in  the  re¬ 
quest  for  proposals. 

§  52h.l2  Applicability  of  other  regulations. 

The  regulations  in  this  part  are  in 
addition  to.  and  do  not  supersede 
other  regulations  concerning  grant  ap¬ 
plications,  contract  projects,  or  con¬ 
tract  proposals  appearing  elsewhere  in 
this  Title.  Title  41,  or  Title  45  of  the 
Code  of  Federal  Regulations. 

[FR  Doc.  78-4441  FUed  2-23-78;  8:45  am] 


FEDERAL  REGISTER,  VOL  43,  NO.  38— FRIDAY,  FE8RUARY  24,  1978 


